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Before You Begin

Introduction

Capital Technology Information Services, Inc. (CTIS) developed the Common
Toxicity Criteria (CTC) Interactive Web Application for the Cancer Therapy
Evaluation Program (CTEP) of the National Cancer Institute (NCI). The intent of the
CTC Interactive Web Application is to provide a tool to familiarize the user with the
grading criteria used for adverse events experienced by patients enrolled on cancer
clinical trials using investigational agents. The application can be used to look
through the adverse event information included in the Common Toxicity Criteria
Version 2.0 document or to enter patient data and generate reports. There is no
database associated with the application from which the user can store and maintain
data. The user generates reports at the end of each session as either standard or
comma delimited text files for importing to other software. Persons wishing to access
the application can do so directly from CTEP’s Home Page without a user account or
password.

With this application, users can:
e Browse Common Toxicity Criteria Version 2.0 adverse event criteria,
e  Enter information,
e Review entries,
e  Create reports, and
e Import comma delimited text into any spreadsheet application.

The adverse event data provided in the application can be located in the Cancer
Therapy Evaluation Program, Common Toxicity Criteria, Version 2.0 (CTC, v2.0)
document. The document uses the term “toxicity” for historical reasons, but
recommends that the term “adverse event” be used instead whenever possible.

CTEP and CTIS welcome your comments and suggestions and will make every
effort to incorporate useful suggestions into our procedures, software, and
documentation.

What this guide provides

This guide provides comprehensive instructions on how to use the CTC Interactive
Web Application. The information (or data element) needed from the user, and how
to enter it into the system is described separately for each named CTC screen. The
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instruction this guide presents for each of the three possible adverse event search
methods follow the same order in which they appear from the CTC Interactive Web
Application Main Menu screen.

Conventions used in this guide

Users of the CTC Interactive Web Application should have a working knowledge of
the Microsoft Windows operating system. The commands, dialog boxes, names of
data elements, and the menus you are asked to activate in this guide appear in Bold
text. Other references or information the user is asked to enter appear in /talics. The
term Click is used when the mouse pointer is moved to a named item and the left
mouse button is pressed once.

Conventions used in the CTC Interactive Web
Application

When navigating through the CTC Interactive Web Application, the browser’s
toolbar (back and forward buttons) should not be used; instead the links (underlined,
blue text) are used when displayed in the application. Several CTC screens are
divided into different frames. The size of any frame can be adjusted by dragging the
frame dividers in the desired direction. Several frames have scroll bars that enable
the user to view unseen portions of the screen.

Any listed options or values shown as a link (underlined, blue text), are available for
selection. When the mouse pointer is moved over an optional selection, the pointer
changes from an arrow to a pointing hand. Any previously selected link will appear
in maroon text.

While working with the CTC Interactive Web Application, any link that is accessed
changes from underlined, blue text to maroon text. This is referred to as Navigation
History. The Navigation History assists the user by indicating which links were
previously accessed. Clearing the Navigation History is not necessary to operate the
CTC Interactive Web Application but can help the user particularly when entering a
large number of patient records. Refer to your Internet browser’s on-line help for
further instruction or contact the NCI CTEP Help Desk.

The user can choose the Tab key or the mouse pointer to move from one set of data
fields to the next or click directly in the data field to enter information. The Enter
button must be pressed before leaving the Adverse Event data entry screen,
otherwise the information will not be available for inclusion in a report. The
information saved to the system is available to generate reports so long as the user
remains in the system and provided the Adverse Events data entry screen is entered
and saved. After exiting the system, the information can no longer be retrieved.

Unless otherwise noted, dates should be entered in the format MM/DD/YYYY,
which means Month/Day/Y ear, where month and day must be two digits, and year
must be four digits. For example, January 4, 1999 would be entered as 01/04/1999.

Several data fields have down arrow buttons next to them which when clicked
provide access to a list of alternative values referred to as a List of Values (LOV).
Only the values available in the LOV can be selected to populate the field. Text entry
is not available. LOVs available in the CTC Interactive Web Application are found
only when creating reports or importing data.
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System Requirements

The CTC Interactive Web Application runs on the MS Windows 95 operating
system. To run the system, you need:

e AnIBM"-compatible personal computer with an 80486sx, 80486, or
higher processor (80486/20 or higher recommended),

e A hard disk with 10 megabytes (MB) of free space,

e FEight MB of random-access memory (RAM); 16 MB or more
recommended,

e A Microsoft Mouse or other compatible pointing device,

e An EGA, VGA, or compatible display—VGA or higher recommended,
e Access to ORACLE" database via a user account, and

e Microsoft Windows 95.

The minimum browser requirements for proper functioning of this application are
Internet Explorer version 4.0 or Netscape version 3.0 or later. These browsers are
available for free download over the Internet.

Further Information

Please refer to the following resources for additional information.
e NCI CTEP Home Page: http://ctep.info.nih.gov

e NCI CTEP Common Toxicity Criteria , Version 2.0 (CTC, v2.0)
document, publish date: April 30, 1999

e NCI CTEP Common Toxicity Criteria (CTC) Manual, anticipated
publish date: Summer 1999

e NCI CTEP Common Toxicity Criteria, Version 2.0 (CTC, v2.0) -
Notice of Modifications

e Common Toxicity Criteria Index Terms

e NCI CTEP Clinical Data Update System (CDUS) Instructions and
Guidelines

e NCI Guidelines: Adverse Event Reporting Requirements for NCI
Investigational Agents

To obtain further information, please contact the NCI CTEP Help Desk by telephone
(301) 840-8202, fax (301) 948-2242, or E-mail at ncictephelp@ctep.nci.nih.gov.
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Entering CTC Information

Search by Category

This section provides step-by-step instructions for entering information in the NCI
CTC Interactive Web Application using the Search by Category option. You may
enter information for as many records as required to include in your report. The
scroll bars in each frame may be used to view more options.

1. Open the CTC Interactive Web Application and click the CTC Version number

located in the left frame of the screen. The available search options appear in the
right frame.

/3 http: //156.40.56.13/ctepext_t0/plsql/ctc000w$. startup - Microsoft Intemet Explorer

| Fle Edt View Go Favoites Hslp |

9 =
= ) W @ [ a3 B g9 o
Back Felf el Stop Refrash Home Search  Favorites  History  Channels | Fullscreen hdail Print Edit
Addiess [ hitp://156.40.55.13/ctepent_tD/plsql/ctcl00g startup e

Official reference of CTC version 2.0: Cancer Therapy Evaluation Program. Common Toxicity Criteria, Version 2.0. DCTD,
NCI, NIH, DHHS. March 1998.

Publish Date: April 1999

The CTC Version 2.0 published Ifarch 1998 and
April 1999 are the same version. Ounly editorial
corrections have been made for clarity and
consistency. Click on the version number below to

@ Search by Category

access the CTC Interactive Application. @ Search by Adverse Event
@ Search by Index
CTC Version Publish Date

2.0 30 APR 1959

Record 1 of 1

Go to CTEP Home Page

Questions/Comments, e-mail. webmaster@ctep neymh pov
Webmaster: Capital Technology Information Services, Inc

Werston: 2.0

SR

£ ‘ [ [ [@&ntemet zone

Figure 1. CTC Interactive Web Application Main Menu (search options displayed)

2. Click Search by Category in the right frame. The Selection by Category
screen appears.
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G sclecion by Cotegoy_Micwmlt et Exloer ———_______________________MEMH]|
| Fle Edt Vienw Bo Favotes Help |
= @3 | @ B 5
Back Fonyard Stop  Refiesh Home | Seach Favoiltes History Channels | Fulscieen  Mail Print Edit

| Adcess [&]7 hitp: /4155 40 55 13/ctepext_t0/plsal/CTCONTWS, Startup?a_cte.id=1 =1 ks

Selection by Category j

Select the categery you wish to search.

ALLERGYI]:MMUNif QGY

AUDITORY/HE.

BLOOD/BONE MARROH

CARDIOVASCULAR (ARRHYTHNMIAY

CARDIOWASCULAR (GENERAT)

COAGULATION

COMNSTITUTIONAL SYMPTOMS

DEEMATOLOGY/SEIN

ENDOCRINE

GASTROINTESTINAL

HEMOERRHAGE

HEPATIC

INFECTION/FEERILE NEUTROFPENTA

LYMPHATICS E

Geo to CTEP Home Page B
Questions/Comments, e-mail webmaster@ctep nei nih gov J
Webmaster: Capital Technology Information Services, Ine
Wersion: 2.0 =l

|7 hitp:#/156.40.56.13/ctepent_t0/plsal/ctc00] whcategories. quenview?F | [T [ @ intemet zone 7

Figure 2. Selection by Category Screen

3. The Selection by Category screen lists 24 categories based on pathophysiology
or anatomy. Category names appear in upper case letters. Click the adverse
event category you wish to search. The adverse events associated with the
chosen category are displayed in the right frame. Figure 3 illustrates the list of
adverse events displayed when the ALLERGY/IMMUNOLOGY category is
chosen. Terms appearing in the list preceded by (¥) are Navigation Terms and
are described on page 7.
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CARDIOVASCULAR (GENERAL)

3 Sel by Catego soft Intemet Explorer
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& 2 a
Back Fored Stop  Refesh Home | Seach Favortes Histoy  Channels | Fulscreen  Mall Edit
| Address [@] hito://webapps.ctep.ncinih. gov/ctepest_tD/plsal/CTCODTWS Startup?z_cte_id-1 =1 || Links
Selection by Cat 3
election atefZo
y Category A
T o [ category: ATTERGYTMMITNOLOGY |
ALLERGY/INMMUNOLOGY Adverse Events
AUDITORY/HEARTNG
BLOODEONE MARROW Allergic reactionthypersensitivity (inchiding drag fever)
CARDIOVASCULAR (AREHYTHMIA Allergic rhinitis (inchu sneezing, nasal stuffiness, postnasal dri

Autormmune IEZE%%TJ
Serum sickness

COAGULATION

CONSTITUTIONAL SYMPTOMS %1 Usticaria
DERMATCLOGY/SKIN Vasculitis

ENDOCRINE Allergy-Other (Specify, )
GASTROTNTESTINAL -

HEMOREHAGE Records 1to 7 of 7

HEPATIC

Start New Patien! Review (Create Reporl I

INFECTION/FEERILE NEUTROPENTA
LYMPHATICS

METABOLICTABORATORY ](-\L;’t]e;- i ke

enotes a Mavigation Term
MUSCULOSRELRTAL Selection of Navigation Term returns the appropriate category for grading the
Wl event or displays the term in the definition of grade for the appropriate adverse
COULARVISTAL e

H

Go to CTEP Home Page
Questions/Comments, e-mail: webmaster@ctep nei mh pov
Webmaster: Capital Technology Information Services, Inc

Version: 2.0

|@ hittp:/fwebapps. ctep. nei.nib. gov/ctepest_HD/plegl/cte001 W$lDHIC\tIES‘.qI‘

,7 ’7 ’7 ’E Internet zone

NE e Els

Figure 3. Selection by Category/Adverse Events Screen

4. Locate and click the adverse event you wish to review or report. The Adverse

Events data entry screen appears.

icrosoft Internet Explorer

Fefresh  Home Seach  Favoiites Channels | Fullscreen  Mail Fiint Edit

Fomed

Back Stop

History

J Address I@ httpe /#156.40.56.13/ctepest_t0/plsal/cte00Twitosicities. queryview?P_CCv_ID=1&P_ID=282_CHK=43363

j |J Links

Adverse Events
Category: ALLERGY/ TMMUNOLOGY

Adverse Event Autoimmune Reaction

 Grade 1: serologic or other ewidence of autoimmune reaction but patient 15 asymptomatic (e.g., vitlige), all organ fanction 1s normal
and no treatment is required

@ Grade 2: evidence of autoimmune reaction invelving a non-essential organ or function (e g, hypothyroidism), requiring treatment other
than immunosuppressive drugs

 Grade 3: reversible autoimrmine reaction involwing finction of a major organ or other toxicity (e.g., transient colitis or anetria),
requiring short-term immunosuppressive treatment

£ Grade 4: autoimmune reaction causing major grade 4 organ dysfunction, progressive and irreversible reaction; long-term
admimstration of high-dose mmunosuppressive therapy required
 Grade 5: death related to toxicity

Note:

Attribution Code
 Unrelated & Unlkely © Fossible © Probable ¢ Defimte

Patient Td: [4 Protocol Td: [T99-0555
Date of Event: (MI/DD/YYYY) |04/05/1333

Reset

Also consider Hypothyroidism, Colitis, Hemoglobin, Hemolysis.

Course No.: |4

Repori |

Return to Main Menu |

| Return to Category Selection ]

| Reviewl/Create

|

|@] Dane [ ,7’7’7@ Internet zone

e

Figure 4. Adverse Events Data Entry Screen
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Steps to Enter Adverse Event Data

For each patient record, the following data are entered in the fields displayed on the
Adverse Events data entry screen.

1. Click in the selection circle to the left of the Grade which best describes the
adverse event you are reporting.

2. Click in the selection circle to the left of the Attribution Code which best
describes the attribution of the adverse event you are reporting.

Enter the patient identification number in the Patient Id: field.
Enter the protocol identification number in the Protocol Id: field.
Enter the course number of the identified protocol in the Course No.: field.

Enter the event date in the Date of Event: (MM/DD/YYYY) field and click
Enter to save the information.

S oW

You may search by another category, or review and create a report at this point by
clicking the Return to Category Selection or Review/Create Report buttons
located at the bottom of the Adverse Events data entry screen. The Return to Main
Menu button is available in the bottom frame of the Search by Category screen if
you wish to select another search option. Patient information (i.e., Patient Id,
Course No., and Date of Event) entered at this point will be carried over to the next
record. This feature allows reuse of data elements when selecting multiple adverse
events for a single patient. Data in any field can be changed by highlighting all or
part of the field and entering new data. Alternatively, data from these fields can be
eliminated for subsequent adverse event selections by clicking on the Start New
Patient button.

Note: The definitions of the above data elements are described in the CDUS
Instructions and Guidelines available on CTEP’s Internet Home Page. It is
suggested that the definitions be reviewed to better understand their use in
the CTC Interactive Web Application.

Navigation Terms

A term preceded by (*) is a Navigation Term. Navigation Terms are intended to
direct the user to the appropriate location in the CTC, v2.0 document where the term
is included either as an adverse event or in the definition of grade(s) for an adverse
event.

Terms included as an Adverse Event

Refer again to the ALLERGY/IMMUNOLOGY category (see Figure 3). For example,
if “(*) Urticaria” were selected from the Selection by Category/Adverse Events
screen, the DERMATOLOGY/SKIN category would be displayed (see Figure 5).
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J Selection By Category - osoft Internet Explorer [_[O]x]
I View Go  Favorkes |
J @ . o . 2 G =
Back FamwErd Stop Refresh Home: Search  Fawvortes  History  Channels | Fullscreen Mail Print Edit
| &ciress [@1 o //156.40.56.13/ctepest 10/plsal/ctoliNw tosicies QuenView?P_CCY_ID=14F_ID=682_CHK=43367 =l |J Links
.
Selection by Category j
Select the category you wish to search. T Category: DERMATOLOGY/SKIN T
ALLERSTIMMUITOL ST Adverse Events
AUDITORYHEARTNG
BLOOD/BONE MARROW R
CARDIOVASCULAR (ARRHYTHMIA) EBrusmg (in absence of grade 3 or 4 thrombocytopema)
CARDIOVASCULAR (GENERAL) Dry skein
COAGULATION Erythema multiforme (2 2, Stevens-Tohnson syndrome, toxic epidermal
CONSTITUTIONAT SYMPTOMS necrolysis
DERMATOLOGY/SEIN Flushing
ENDOCRINE Hand-foot shin reaction i
GASTROINTESTINAL " | Injection site reaction
HEMOREHAGE Mail changes
HEPATIC ) Petechiae
INFECTION/FEERILE NEUTROPENTA Fhotosensitvity
LYMPHATICS Pizmentation changes (&2, vitilizo
METARBOLIC/LABCORATORY Fruritus
MUSCULOSEELETAL *) Purpura
HNEUROLOGY Eadiation dermatitis
QCULARVISTTAT = Eadiation recall reaction {reaction following chemetherapy in the absence of H
Eeturn to Main henu 2
Questions/Comments, email:webmasteri@ctep.ncinih gov L
TWebmaster: Capital Technology Information Services, Inc =
2] [ [ [ [@niemet zone 7

Figure 5. Selection by Category/Adverse Events Screen with the DERMATOLOGY/SKIN

Category displayed.

To select “Urticaria”, use the scroll bar to move down the list of adverse events until

“Urticaria” is visible.

J Selection By Category - osoft Internet Explorer [_[O]x]
[ View Go |
J S B Q@ ) =
Back FamwErd Stop Refresh Home: Search  Fawvortes  History  Channels | Fullscreen Mail Print Edit
| &ciress [@1 o //156.40.56.13/ctepest 10/plsal/ctoliNw tosicies QuenView?P_CCY_ID=14F_ID=682_CHK=43367 =l |J Links
.
Selection by Category :I
=
o i 5 21| Eadiation dermatitis |
it G e Eadiation recall reaction (reaction following chemotherapy in the absence of
additional radiation therapy that cccurs in a previous radiation port)
ALLERGT/IWMMWUNOLOGY
AUDITORYAIE. o Eash/desquamation
WOW Eash/dermatitiz associated with high-dose chemotherapy or BIMT studies.
R N AN SR TR N Eash/desquamation associated with graft wersus host disease (FVHD) for
CARDIOVASCULAR. (ARRHYTHMIA, BT studies, if specified m the protocol
SR, O e Utticaria thives, welts w%eals
COAGULATION Wound-imfectious
CONSTITUTIONAT SYMPTOMS i Pty o
LR h O BT Dermatologg/Slein-Other (Specify)
ENDOCRINE _
GASTROINTESTINAL Records 1to 22 of 22
HEMOREHAGE
HEPATIC
INFECTION/FEERILE NEUTROPENTA
LYMPHATICE Hotes:
METABOLICTABORATORY (*) Denotes a Mavigation Term
WMITSCTULOSEELETAL Selection of Mawigation Term returns the appropriate category for grading the
NEUROLOGY event or displays the term in the defination of grade for the appropnate adverse
OO S e event.
OCULARNVISTAL || Adverse Events in Falics are Pediatric Adverse Bvents

Eeturn to Mam Ienu

Questions/Comments, email:webmasteri@ctep. neinih pow

Webmaster: Capital Technology Information Services, Inc

&7 hitp://156.40.56.13/ctepest_t0/pleql/cte001 witoxicities. querview?P_ |

SR SR

[ [ [@niemet zone

Figure 6. Selecting “Urticaria”
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Upon selection of the adverse event, the Adverse Events data entry screen for
“Urticaria” will appear. Refer to the Steps to Enter Adverse Event Data section of
this guide (page 7) for detailed instructions on entering information in the Adverse

Events data entry screen.

Terms included as an Adverse Event Grade Definition

In several instances, a Navigation Term is used to direct the user to a definition of an
adverse event grade(s). For example, Conductive hearing loss is found under the
Grade 3 definition of “Middle ear/hearing” from the AUDITORY/HEARING
category. If the user selects “(*) Conductive hearing loss is graded as Middle
ear/hearing,” the CTC Interactive Web Application redisplays the
AUDITORY/HEARING category Adverse Events screen (see Figure 7).

s Bt Yiew Eo Fowis Bw i
. . @ &
Back Py and Stop Refiesh  Home Seach Fawvoites  History  Channels | Fullscreen  Mail Print Edit
Address [£] htp.//webapps.ctep.ncinih. gov/ctepest_t0/plscl/CTCODIWS Staitup?z_ete_id=1 =l H Links
z B
Selection by Category -
Select the catezory you wish to search | Category: AUDITORY/HE o =
ALLERGYTWMUNOLOGY
DTSR EE AR Adverse Events
BLOOD/BONE MARROW o . ; e 2
CARDIOVASCULAR. (ARREYTEIMIA > Eon zctﬂfa £ aris oss@m’a ed as e eartheari
CARDIOVASCULAR (GENERAL) i_ﬁ%{ﬁ s
Lxiernal Audiory L-anal
COAGULATION 1;:”“ = e
snner ear/heanng
CONSTITUTICNAL STMPTOMS M\;Zu”“ ;
Sliddle earheanng
DERMATOLOGY/SKIN = = E;I{ 5 A
AudtoryHearing-Other (Spectfy, ]
ENDOCRINE A Gtae
GASTROINTESTINAL o | G
HEMOREHAGE
HEPATIC Start Naw rl_ggmg ‘1 Raview.;(xﬁate_ f_e;?ﬂ“!
INFECTION/FEBRILE NEUTROPENTA » 3
LYMPHATICS e
METABOLICLABORATORY e e
WMUECULOSKELETAT Selection of Navigation Term returns the appropriate category for grading the event or
NEUROLOGY displays the term m the definttion of grade for the appropriate adverse event.
OCTLARVISTAL = Adverss Bvents in ltalics are Pediatric Adverse Bvente

Questions/Comments, e-mail webmaster@ctep.nci.nih. gov

Go to CTEP Home Page

@] hitpe/ fwebiapps.ctep.nci nih.gov/ctepest_tD/plsgl/cteD0TW Hoxicities. Duenview?P_C | [T

N [ B [

[ & Inteinet zone

Figure 7. Selecting Conductive Hearing Loss from the AUDITORY/HEARING Category

The user must choose the “Middle ear/hearing” adverse event listed within the
AUDITORY/HEARING category (see Figure 8).
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COAGULATION e
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HEPATIC | startow Patient | | Review/Create Raport |
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Figure 8. Selecting “Middle Ear/Hearing” from the AUDITORY/HEARING Category

Once selected, the “Middle ear/hearing” Adverse Events data entry screen is
displayed (see Figure 9).

| Ele Edt View Go Favortes Help m

& 0. B
Back  Fomad Sop  Fshesh  Home | Sewch Favertes Histoy Chamels | Fulscreen  Mal Pt Edt
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Adverse Events
Category: AUDITORY/HEARING
Adverse Event Middle earthearing

© Grade 1: serous otitis without subjective decrease in hearing
© Grade 2: serous otitis or mfection requiring medical mtervention; subjective decrease in heanng, rupture of tympamc membrane with discharge
@, Grade 3: ofitis with discharge, mastoiditis or [

€ Grade 4: necrosis of the canal soft tissue or bone
© Grade 5: death related to toxcity

Attribution Code
" Unrelated © Unlikely © Possible © Probable ¢ Definite

Patient Id: Protocol Id: Course No.:
Date of Event: (MM/DD/YYYY)

Reset

| Return to Main Menu | o
1|
[ [ [ [@neretzone Z
Figure 9. “Conductive Hearing Loss” highlighted on the “Middle Ear/Hearing” Adverse
Event Data Entry Screen

| Retum to Categary Salection |

“Conductive hearing loss” is located in the Grade 3 definition of the “Middle
ear/hearing” adverse event. Refer to the Steps to Enter Adverse Event Data section
of this guide (page 7) for detailed instructions on entering information in the
Adverse Events data entry screen.
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Also Consider

In some cases, an adverse event is associated with the occurrence of one or more
additional events. These may or may not require grading, depending upon the
specific case. In general, related adverse events must be graded when the related
adverse event is clinically significant and provides relevant information to allow
evaluators of the data to more fully characterize an adverse event. Within the CTC,

v2.0 document, adverse events with possible related events include a note preceded
by Also consider.

The CTC Interactive Web Application includes the Also Consider in the Note: area
between the Grade and the Attribution Code options. In the following example, the
adverse event “Hemorrhage/bleeding with grade 3 or 4 thrombocytopenia” was
selected. The Also consider information appears after the sentence “This adverse
event must be graded for any bleeding with grade 3 or 4 thrombocytopenia.”

<z Selection by Category : To;

s - Miciosoft Intemnet Explorer

Fie Edt Wiew Go Favoitss Help ‘i

A W @ [E B 7 g9 =
Back Fe itz el Stop Refresh Home: Seaich  Favoites  History  Channels | Fullscreen tail Frint Edit
Address I@ hittp://156.40.56.13/ctepext_t0/pleql/cteDl wtosicities. quenwiew?P_CCY_ID=114P_ID=1635Z_CHK=£3553 j “ Links:

Adverse Events
Category: HEMORRHAGE

Adverse Event Hemorrhage/bleeding with grade 3 or 4 thrombocytopenia

€ Grade 1: mild without transfision
N/A Grade 2:

©  Grade 3: requinng transfusion

©  Grade 4: catastrophic bleeding, requiring major non-elective mtervention
©  Grade 5: death related to toxicity

Note:  If the site is not listed, grade as Hemorrhage-Other (Specify site, . This adverse event must he

graded for any hleeding with grade 3 or 4 thromhbocytopenia. EVEIEAVET g 3 EUE a3 ETATT [ Wb = B T (o g
platelets, Transfusion: pRBCs; site or type of hleeding.

Attribution Code
" Torelated © Unbkely © Possible © Probable © Defintte

Patient Id: Protocol Id: Course No.:
Date of Event: (MM/DD/YYYY)

Feset

| Retum to Categor Cﬂe{:hﬂﬂ]

| Review/Create Reporf |

| Return to Main Menu

|
[ [ & intemet zone Y.

Figure 10. Also consider information highlighted on the Adverse Events Data Entry Screen

13 \

Once data entry is complete and Enter is clicked, the Also Consider screen
automatically appears and displays all the adverse events that could possibly be

related to the original adverse event (see Figure 11). The events are displayed in the
left frame in alphabetical order.
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7} Selection by Category - Also Consider - Miciosoft Internet Explorer
File  Edit Miew Go Favortes  Help ‘
= o @ D =
Back Forard Stop Refresh  Home Seaich  Favoites  History  Channels | Fullscreen  Mail Frint Edit
| &deress [&]7 hitpr ¢ webapps. ctep.nci rih.gov/ctepedt_I0/plsal/ete_packd.cte_new_tox_recl =] Links
: B|
Also Consider
Related events listed in the Also Consider panel automatically appear for the original Adverse Event. If appropriate, select
and grade the related Adverse Event(s). If none is appropriate, select Return to Category Selection. =
CHNS hemorrhagedblee |
Epistazmiz
Hematemnesis
Hematuria (in the absence of wagnal bleedmg)
Hemoglobm
Hemoglobin for leukcemia studies or bone marrow
infiltrative/ myelophthisic processes, if specified in
the protacel
Hemoptysis
Hemorrhage- Cther (Specify
Hemorrhage/blee associated with surpe:
Ilelena/GT bleeding
Records 1 to 10 of 21
hext Set LastSet
| Retum to Calegory Selection E
=l
& [ [ [ @ intemet zone v

Figure 11. Also Consider Screen

The First Set, Previous Set, Next Set or Last Set buttons become available only
when the list of adverse event exceeds the space on the screen. They are used to
navigate through the list to locate a specific event.

Selecting one of the Also consider adverse events will display the Also

Consider/Original Adverse Event data entry screen in the right frame (see Figure
12).
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7} Selection by Category - Also Consider - Miciosoft Internet Explorer
File  Edit Miew Go Favortes  Help ‘i
T Q 5
Back Farard Stop Refresh  Home Seaich  Favoites  History  Channels | Fullscreen  Mail Frint Edit
| Adcress |7 hitp:/4155.40.55.13/ctepent_t0/plsal/ele_packd.cte_new_tox_recT =] Links
4 |
Also Consider
Related events listed in the Also Consider panel automatically appear for the original Adverse Event. If appropriate, select
and grade the related Adverse Event(s). If none is appropriate, select Return to Category Selection. :I
FPlatelets for levkemia studies or bone marrow | Original Adverse Eveni: Hemorrhage/bleeding with grade 3 or Bl
infiltrative/myelophthisic process, if specified in the 4 thrombocytopenia
protocol
Petechiae/purpura (hemorthage/bleeding into skin Toxicity: Transfusion: Platelets
of mucosa
Eectal bleedingthematochezia N/A Grade 1:
Transfusion:pRBCs for pediatric BMT studies, if N/A Grade 2:
specified in the protocol . FEeGradeia: yos
Tr:: s Pllatelets LR gt esied ©  Grade 4: platelet transfiusions and other measures required to improve
LI SR EGLEE O
s platelet merement, platelet transfusion refractoriness associated
Transfiusion: Platelets with life-threatening bleeding. (e.g., HLA or cross matched
Transfusion: pRE platelet transfusions)
Transfision: pRBCs for BMT studies, if specified ©  Grade 5: death related to tomcity
in e protocol. ki 1
il Note:  Also consider Flatelets
Records 1110 20 of 21 St Gl
£ Tarelated © Unlkely © Possible © Probable ¢ Definite
First Set | Prewvious Set | Mext Set
LactSet Patient Id: |4 Protocol Id: |T99'U555 Course
No.: [4 -
Return to Category Select
ey Date of Event: (MM/DD/YYYY) [04/05/1533
] Reviw; .;Or.ﬁ\.atg _Repuﬂl —
LI Enter | Reset | LI
|7 hitp:#/156.40.56.13/ctepent_t0/plsal/ctc00] whotc_also_considers. que | [ [ @ intemet zone 7

Figure 12. Also Consider/Original Adverse Event Data Entry Screen

Refer to the Steps to Enter Adverse Event Data section of this guide (page 7) for
detailed instructions on entering information in the Also Consider/Original
Adverse Event data entry screen.

Other (Specify )

The CTC, v2.0 document and the CTC Interactive Web Application include many
common adverse events experienced by patients enrolled on cancer-related clinical
trials. Any adverse event that cannot be located in the document or application can
be graded under the Other (Specify ) listing available within each adverse
event category.

The current CTC Interactive Web Application does not accommodate text entry for
Other (Specify ). The specific event can be added, however, to a saved
spreadsheet or text file once a report is saved (see page 24 for additional details).
Future versions of the CTC Interactive Web Application will allow text entry of the
specific adverse event name under the Other (Specify ) option.

To enter a patient record using this option, locate and click the Other (Specify )
in the appropriate category using either of the three search options described in this
guide. The Adverse Event data entry screen appears. Refer to the Steps to Enter
Adverse Event Data section of this guide (page 7) for detailed instructions on
entering information in the Adverse Events data entry screen.
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Search by Adverse Event

This section provides step-by-step instructions for entering information in the NCI
CTC Interactive Web Application using the Search by Adverse Event option. You
may enter information for as many records as required to include in your report. The
scroll bars in each frame may be used to view more options.

1. Open the CTC Interactive Web Application and click the CTC Version number
located in the left frame of the screen. The available search options appear in the
right frame (see Figure 1 on page 4).

2. Click Search by Adverse Event option in the right frame. The Selection by
Adverse Events data entry screen appears.

3. Click the alphabetic character that corresponds with the initial letter of the
adverse event you wish to search for. The Adverse Events starting with letter:
column listing all adverse events beginning with the selected letter is displayed
in the right frame.

73 Selection by Toxicity - Miciosolt Internet Explorer
| Fle Edt View Go Favoites Hslp |

« . . @ B oW

Back Ftarard Stop Refiash Haome:

Q [

Search  Favortes  History  Channels

Address [ http://156.40 56.13/ctepent_tD/pleql/CTCONZWS Startup?z_ctc_id=1 | H Lirks

7 5 O

Fulscresn  Mal Pt Edt

Selection by Adverse Event

I [ERRTY

Select the first letter of the Adverse Event that you Adverse Events starting with letter: IV
are interested in.
Mal changes

Nausea

Neuromv—Other (Specify, Vi

Neuropathic pain (e.g.. jaw pain, nevrologic pain, phantom limb pain, post-
infectious newralgia, or painful neuropathies)

Neurcpathy - cranial

Meurcpathy - motor

MNeuropathy-sensory

Neutrophils/gramulocytes (ANCIAGT

Neutrophils/granulocytes (ANCIAGCT) for BMT studies, f specified in the
protocol

Neutrophils/granulocytes (ANCIAGET) for leukemia studies or bone marrow
infiltrative/myelophthisic process, if specified in the protocol

Records 1to 22 of 22 Wodalunctional arrhythmia/dysrhythmia
HNystagmus

R R o el o R [ B TS
[ I o 1 |z e i

| Review/Create Reporl |

Records 1to 12 of 12

| Review/Create Reporl ;

| start New Patien |

Return to Man Mem
Questions/Comments, email webmaster@ctep neinh gov
Webmaster: Capital Technology Information Services, Inc
&7 hittp://156.40.56.13/ctepext_t0/plsql’ctcl2wtoricities. quetpvisw?P_ | [ [ [@&ntemet zone

NE s

Figure 13. Selection by Adverse Events Data Entry Screen

4. Locate and click the adverse event you wish to review or report. The Adverse
Events data entry screen appears.
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73 Selection by Toxicity - - Microsoft Internet Explorer
Fie Edt Wiew Go Favoitss Help ‘i
5 =
L oo a B 4

Back Fe itz el Stop Refresh Home: Seaich  Favoites  History  Channels | Fullscreen tail nt Edit

Address I@ hitp://156.40.56.13/ctepext_t0/plsql/ctc002witoxicities. quenpview?F_ID=1304F_START_LETTER=N&Z_CHK=3233 j “ Links

Adverse Events
Adverse Event: Nausea

€ Grade 1: able to eat

@ Grade 2: oral intake significantly decreased

©  Grade 3: no significant mtake, recquirmg TV fluds
N/A Grade 4:

©  Grade 5: death related to toxicity

Attribution Code
€ TUnrelated © Unkkely & Possible © Probable © Defintte

Date of Event: (MM/DD/YYYY) |05/10/1333

Feset

| Review/Create Reporl ;

| Return ta Main Menu |

Patient Id: | 14 Protocol Id: | T99-0655 Course No.: |7

|

(3] \

Sl

[ [@& Intemet zone

Figure 14. Adverse Events Data Entry Screen

Refer to the Steps to Enter Adverse Event Data section of this guide (page 7) for
detailed instructions on entering information in the Adverse Events data entry

screen.

Search by Index

This section provides step-by-step instructions for entering information in the NCI
CTC Interactive Web Application using the Search by Index option. The Search by
Index option searches index term information from the Common Toxicity Criteria
Index Terms document, and adverse event terms and definition of grade(s) from the
Common Toxicity Criteria, Version 2.0 document. Depending on the type of search
used and the information entered as search criteria, the user can increase or decrease
the number of potential matches the application returns.

The Search by Index provides two search types to assist the user in finding adverse
events that are appropriate to the patient’s situation. The Minimal Search limits the

returns by restricting the search to information that exactly matches the search

criteria. The Extended Search returns a greater number of adverse event possibilities

by automatically broadening the search criteria. The sections below provide
examples to help illustrate the differences between the two search methods.

Search Type 1: The Minimal Search

The Minimal Search examines index terms, adverse event names, and the adverse
event grade definitions and returns adverse events based on an exact match of the
criteria entered in the Index Term field. The Minimal Search provides a narrower
return of adverse events from which to select and should be used before conducting

an Extensive Search.
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For example, if “ast” is entered in the Index Term field, the adverse event “SGOT
(AST) (serum glutamic oxaloacetic transaminase)” is displayed (see Figure 15).

Adverse Event Category
SGOT (AST) (zerum glutamic oxaloacetc tranzaminazse) HEPATIC

Records 1to 1 of 1

Figure 15. Minimal Search on “ast”

Search Type 2: The Extensive Search

The Extensive Search returns adverse events from the same search areas (i.e., index
terms, adverse events, and grade definitions) as described above, but automatically
broadens the search criteria to display a wider return of adverse events from which to
select. The Extensive Search displays adverse events based on exact matches and/or
partial matches to the search criteria. The Extensive Search also ignores all
typographic symbols such as hyphens (-) or virgules (/) to provide a greater number
of possible returns.

Depending on the criteria used, the Extensive Search may possibly provide too many
selections from which to choose. It is recommended that the Minimal Search always
be conducted before conducting an Extensive Search.

Using the same search criteria, “ast,” the Extensive Search displays significantly
more returns than originally displayed in Figure 15 (see Figures 16 and 17).

Adverse Event Category
Esternal Auditory Canal ATUDITORYHEARTNG
Middle earthearing ATTDITORY/HEARTNG
Hemolysis (e, tnmune hemolytic anerma, drug related hemeolysis, BLOODVBONE MARROW
other)
Huwpertension CARDIOVASCULAR
(GEMEEAL)
Partial thromb oplastin time (PTT) COAGULATION
Fatigue (letharey, malaise, asthenia) CONSTITUTION AT
STYWMPTONMS
Gvnecomastia ENDOCERINE
Gastric ulcer (requires radiographic or endoscopic documentation) GASTROINTESTINAL
Gastritis GASTROINTESTIN AL
Gastromntestinal-Other (Specify, ) GASTEOINTESTINAL
Saliv, and changes GASTROINTESTIN AL
Taste disturbance (dysoeusia) GASTROINTESTIN AL
Epistasis HEMOERHAGE
Hematemesis HEMOERHAGE
Hemoptysis HEMOERHAGE
Hemorthage-Other (Specifiy, ) HEMOEEHAGE
Hemorrhagebleeding associated with surge: HEMOERHAGE
Hemorrhage/bleeding with grade 3 or 4 thrombocytopenia HEMOEEHAGE
Hemorthage/bleeding without srade 3 or 4 thrombocytopenta HEMOEEHAGE
Melena/Gl bleeding HEMOERHAGE
Records 1 to 20 of 29

Figure 16. Extensive Search on “ast,” records 1 to 20 of 29
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Adverse Event Category

Eectal bleed: ematochesia HEMOEEHAGE

Vaginal bleeding HEMORRHAGE

Liver dysfinctionfailure {clinical) HEPATIC

2G0T (AST) (serum glutarmic oxaloacetic transaminase) HEPATIC

Dyspnea (shortness of breath) FULMONARY

Voice changesistridorflarynz (e 2., hoarseness, loss of voice, laryngitis) PULMONARY

Operative mjury to bladder andfor ureter EENAL/GENITOURIMNARTY
Tnnary electrolyte wasting (e, Fancont's syndrome, renal tubular EENAL/GENITOURIMNARTY
acidosis)

Secondary Malishancy- Other (Specify, 3 excludes metastasis from SECONDARTY

initial primary MALIGHANCY

Records 21 to 29 of 29

Figure 17. Extensive Search on “ast,” records 21 to 29 of 29

The additional events displayed are due primarily to the partial match on the adverse
event name or the grade definition. For example, the adverse events “Partial
thromboplastin time (PTT),” “Fatigue (lethargy, malaise, asthenia),” and
“Gynecomastia” all include “ast” within their spelling as highlighted in bold type.
The Grade 3 definition for “External Auditory Canal” includes the word
“mastoiditis” which is also spelled with “ast.”

Adverse Events: External Auditory Canal

¢ Grade 1: external otitis with erythema or dry desquamnation
¢ Grade 2: external otitiz with moist desquamation

¢ Grade 3: external otitis with discharge, m@oiditis

" Grade 4: necrosis of the canal soft tissue or bone

¢ Grade 5: death related to tomcity

Note: Changes associated with radiation to external ear (pinnae) are graded under
Radiation dermatitis in the DERWATOLOGY/SETN category.

Attribution Code
 Unrelated ¢ TUnlikely ¢ Possible ¢ Probable ¢ Definite

Patient Id: I Protocol Id: I Course No.: I
Date of Event: (MMMDD/YYYY) I

Feset |

| Returnio index| ' Review/Create Repori | M| Return to Main Menu |

Figure 18. Extensive Search on “ast,” “External Auditory Canal "grade definition

Conducting an Index Search

1. Open the CTC Interactive Web Application and click the CTC Version number
located in the left frame of the screen. The available search options appear in the
right frame (see Figure 1 on page 4).

2. Click Search by Index in the right frame. The Selection by Index/Adverse
Events screen appears.
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@.»,@{S‘QEQQE@@
Back Famard! Stop Fiefresh Home Seaich Favoites  Histoy  Chanrels | Fullscieen il Prirt Edit

Lddiess @ hittp:#/webapps. ctep.nci nihogov fetev2/plegl /CTCODFWS, Startup?z_cte_id=1

Selection by Index - Adverse Events

Enter the term you wish to search for an Adverse Event with. To find all Adverse Events associated with "allergic” | type "allergic™ in the Index Ten
then select the Minimal Search or Extensive Search button. The Minimal Search pathway searches through the CTC Index document, Adverse B
rarmes, and Grade definitions and displays all events that exactly match the search criteria. To view an exarmple of a Minimal Search, type "ast” an
click the Minimal Search button. The Adverse Event "SGOT (AST )" is displayed

The Extensive Search displays Adverse Events from the same search areas described above, but autormatically broadens the search criteria to disp
wider return of Adverse Events based on exact andfor partial matches. To view an Extensive Search exarmple, type "ast” and click the Extensive
Search button. Notice that Adverse Event terms or Grade definitions that contain ™ast” anywhere in a word are returned. An example of this can be
found by clicking on the "External Auditory Canal" Adverse Event and reviewing the Grade 3 definition which reads "external otitis with discharge,
mastoiditis." Note: The search is NOT CASE SENSITIVE

Index Term: [ahdaminal

hinimal Search | Extensive Search | Clear

Eeturn to Man Wenu

Questions/Comments, emallwebmasterd@etep. neindh gov
Webmaster, Capital Teclmelogy Information Services, Inc,

2] | || & iremet zone
Figurel9. Searching “abdominal” in the Selection by Index/Adverse Events Screen

3. Click within the Index Term field and enter the word you wish to search for.
Upper or lowercase characters can be entered in the Index Term field with the
same return results.

4. Click either the Minimal Search or Extensive Search button. The Clear button
can be clicked to delete the existing search criteria to allow entry of new criteria.
The adverse events matching the search criteria are displayed in the left frame of
the Adverse Event screen.

File Edt View BGo Favorites Help m
= oD
Back Rl Stop Refresh Home: Search  Faworites  History  Channels | Fullscreen telail Print Edit
Addiess [£] hit/Arvebapgs. clep. ncirin X —— =] JLinks
I |
Adverse Events 3
Ry s Ty ot Category =l
Azcites (non-malisnant’ GASTROINTESTINAL
Colitis GASTROINTESTINAL
Diarrhea 1 with graft versus host disease GASTROINTESTINATL
(GVHD) for BMT studies, if specified in the protocol
Duodenal ulcer (requires radiegraphic or end GASTROINTESTINATL
documentation;
Dyspepsiatheartburn GASTROINTESTINATL
Gastric lcer (reeires rad hic of end GASTROINTESTINAL
documentation
Gastritis GASTROINTESTINATL
Pancreatitis GASTROINTESTINAL
Typhlitis (inflammation of cecum; GASTROINTESTINAL
Liver dysfunctionffailure (clinical HEPATIC
Portal vein flow HEPATIC
Abdomminal pa i of Cramping PATN
Hepatic pain PATN
Pelvic pain PATN
Records 1to 14 of 14
[§ revoicronspepen | |
;l
&1 http://webapps. ctep.nci.nh. L_t07plsal/cte003wStosicit wigw?P_CTC_VERSION: | [ [@ntemet zone A
Figure 20. Adverse Event Screen
5. Click the Adverse Event you wish to enter data for in the left frame. The
specified Adverse Events data entry screen is displayed in the right frame.
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Fle Edt View Go Favortes Help m
R
Back e Stop Refresh Home: Seach Favortes  History  Channels | Fullscreen tail Frint Edit
Address [ 2] hi/ rebapes clep.neinin X tionquen, =l H Wi
|
Adverse Events
=
Adverse Event Category =l 4 : 2
Bl GASTROINTESTINAL Adverse Events: Abdominal pain or cramping
Colitis GASTROINTESTINAL B G ik
Diarthea A with graft versus host disease  GASTROTNTESTIMAL e U e e
(GVHD) for BMT studies, if specified in the protocol Lt eadn gy ;ﬂ"dmfﬁ P:fm Pa‘ﬂ;’; malaESESfm;;rfErﬁua with fimction,
Duodsnal uleer (requires radiographic or end! GASTROTNTESTINAL : Ll Al e S
e, £ Brade 3: severe pai painor aalgesics severely ntecfrig with
D oebeaint GASTROINTESTINAL B 1‘“:““ ey
Gastric vilcer (recuires radiographic or end GASTROINTESTINAL s
documentation)  Grade 5: death related to tozicity
Gastrits GASTROTNTESTINAT, Attribution Code
Pancreatitis GASTROINTESTINAL € Unrelated € Unlikely € Possible © Probable © Definite
Typhiits (inflamemation of cecurm) GASTROINTESTINAL
Liver dysfunction/failure (clinicall HEPATIC Patient Id: Protocol Id:
Portal vein flow HEPATIC Course No.:
Abdomingl péin or cramping PAIN —
s ol Date of Event:(MM/DD/YYYY)
Pelvic pain PATN Fesat
Records 1to 14 of 14
R:l!lmh} Index | _ﬁe__\.‘re__\‘.‘.‘_cr_e?le Repori | | | e - e e
=l
E]0one I [ [@inemetzne Y

Figure 21. Adverse Events Data Entry Screen

Refer to the Steps to Enter Adverse Event Data section of this guide (page 7) for
detailed instructions on entering information in the Adverse Events data entry
screen.
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Reviewing and Using CTC
Information

Creating Reports

If you wish to review the entries you have made during a session, or when you are
ready to save an electronic copy of the entries you have made, select the
Review/Create Report button from any screen where the option is available. A
second Internet browser session appears that displays the Graded Records screen
showing all entries that have been made during the session.

1
/3 : Graded Records - Microsoft Intemnet Explorer M= B

le Edt View Go Fawoitss Help |

e @ | A @ @ B g9 =
Back. Felf el Stop Refrash Home Search  Favorites  History  Channels | Fullscreen hdail Print Edit
Address I@ hittp:/fwebapps.ctep.nci.nih.gov/ctepest_tD/plsgl/ctc004ws. startup j “ Links
Graded Records
Protocol Id Patient Id |[Course Date of Event |[Adverse Event IMT Code |Grade Attribution
T99-0555 00% = 02/17/19%%  Diarrhea patients without celostomy 21197 1 3
T99-0555 (009 3 02/17/199%  [Dehydration 04966 1 2
[T39-0355 (011 5 [04/1311999  [Diarrhes patients without colostomy 21137 |1 4
[T99-0555 [017 5 [05/0211999  [Dehydration basse [z |2
[T99-0555 (017 6 [05/0211958  [Diarthea patients with a colostomy (30014 2 3

Records 1to 5 of 5

Note:To save your session, you MUST submit this report to a text file hefore exiting the application. You may do this at any
time during this session from this screen.

To create a report i a hasic format: To create a report in a spreadsheet-ready format.
« Select the Report Format button, below. e Select the Comma Delimited Format button, below.
o Select the Save File... button on the popup window. s Select the Save File... button on the popup window.
« Specify the location and name you wish to save the fil= to. o Specify the location and name you wish to save the file to
+ Select the Save button + Select the Save button

Report Format L Comrma Delimited Format

To continue with this session, close this window by selecting Close from the File menu, above.

You may create more than one report during a session, however, each report will include all data entered during that session

Bl
2] [ [ [ [@ntemet zone 7
Figure 22. Graded Records Screen
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Creating Reports in Microsoft Excel

Once you have generated the report in the Graded Records screen, you may wish to
import the data into a Microsoft Excel spreadsheet and store it for later reference.
Microsoft Excel spreadsheet files provide the ability to sort, arrange the data specific
to your reporting needs, and combine data generated from multiple reports.

The Copy/Paste command and the Import Text Wizard are the methods explained
in the following sections to import report data into a Microsoft Excel spreadsheet.

Pasting Data into a Microsoft Excel Spreadsheet

Follow the instructions below to copy and paste the report data directly from the
Graded Records screen.

1. Complete all patient record entries and select the Review/Create Report button
from any screen where the option is available. The Graded Records screen
appears showing all entries made during the session.

2. Select the report data by placing the mouse pointer over the top, left corner of
the report. When the mouse pointer converts to an I-bar, press and continuously
hold down the left mouse button while dragging the I-bar across the report data.

1
73 : Graded Records - Microsoft Internet Explorer [_ O] %]
| Ble Edt Yiew Go Faveites Help |

- @ 3
Back Forar Stop Refresh  Home Seaich  Favoites  History  Channels | Fullscreen  Mail Frint Edit
| Adcess [ hitp:webapps. ctep.nci nin. gov/ctepert_0/plsal/etcliws startup | H Links
B
Graded Records
Protocol Td|fP anEntI [Course]Date of EventfAdverse Event MAT CodefGradeffAttribution)
Records 1to 5 of 5
Note:To save your session, you MUST submit this report to a text file hefore exiting the application. You may do this at any
time during this session from this screen.
To create a report in a hasic format: To create areport in a spreadsheet-ready format.
o Select the Report Format button, below. e Select the Comma Delimited Format button, below.
» Select the Save File... button on the popup window. + Select the Save File... button on the popup window
» Specify the location and name you wish to sawe the file to * Specify the location and name you wish to save the file to
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Figure 23. Selecting Report Data from the Graded Records Screen

3. From the Menu bar, click Edit and select Copy or press Control + C. The data
is copied to the computer’s internal clipboard.

4. Open the Microsoft Excel application and open a new spreadsheet file.

5. Click in the top, left cell of the spreadsheet. Click Edit from the Menu bar and
select Paste or press Control + V. The data is copied into the Excel
spreadsheet. You may need to adjust the column sizes to improve readability.
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] Protocol Id|Patient Id |Course |Date of Event |Adverse Event |IMT Code |Grade Attribution
2 |T99-0555 |9 3 2/17/99 Dehydration 4966 1 2
T99-0855 (9 3 2/17/99 Diarrhea 21197 1 3
patients without
3 colostomy
T9G-0555 (11 5 4/13/99 Diarrhea 21187 1 4
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Figure 24. Pasting Report Data to the Spreadsheet

6. Use any of Excel’s features to arrange and/or sort the data to meet your
reporting needs. Use the Save As command from the File option on the Menu
bar to save the new Excel spreadsheet file.

Importing Comma Delimited Text into a Microsoft Excel
Spreadsheet

From the Graded Records screen (see Figure 27), a report can be saved
electronically in one of two formats: Report Format or Comma Delimited Format.
The Report Format will produce an easily readable, formatted document. The
Comma Delimited Format should be used if you plan to import this data into a
spreadsheet or database.

The Graded Records screen provides step-by-step instructions on how to save the
file to a directory on your computer; these instructions are also detailed below.

1. Press either the Report Format or Comma Delimited Format button. The File
Download dialog box appears.
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File Download

You have chosen to download a file from this location.

cte_packZ(1]. from webapps.ctep.nci.nib. goy

What would pou like to do with this file?

& Open this fils from its curent lacation

g 2

I¥ | Elinays ashk before opetitg this bpe. o file

More Info

0k [: I Cancel

Figure 25. File Download Dialog Box

2. To save the file using either format option, click the Save this file to disk radio
button and click OK. The Save As dialog box appears.

Save As

I ﬁ Desktop

Save In:

=l e e

by Compuiter

.,-':.'_EI_ Metwiork Meighborhoaod
by Briefcaze

',51 Capture Profezsional «4

@ pdfmak.er.exe

@ Setup for Microsoft Internet
B Setup for Microzaft Intemet
B Setup for Microsaft 'web Pu
Fia] Shorteut to PATS

@ Shortcut to Stule1 hip

File name:

. Document

i
Save [: I
_ Cocd |

j Cancel

Save as type:

Figure 26. Save As Dialog Box

3. Inthe Save in: field, note the directory in which you saved your file to easily
locate it later or specify a new location on your computer. In the Save as type:
field, verify that the file type is Document. In the File name: field, note the
system-generated file name or specify a new name for the file, and follow that
name with the extension .zxt. Click Save. The system will provide a Download
Complete message. Click OK.
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ctc_pack2. from webapps. ctep.nci.nih.goy

@ Dawnload complete

Figure 27. Download Complete Message

Once the file is saved, it can be opened using any standard word processing
application such as Microsoft WordPad, Microsoft Word, WordPerfect, etc. If saved
in comma delimited format, it can be imported into a spreadsheet application (e.g.,
Microsoft Excel or Lotus), or with minimal programming effort, into a database
application. Continue the step-by-step instructions below to import the saved,
comma delimited file into an Excel format using the Import Text Wizard.

The CTC Interactive Web Application can now be closed or used to continue

entering additional information. Once the application is closed, the information you
entered is eliminated from the system.

4. Open the Microsoft Excel application.

5. Click Open from the File menu to locate your saved comma delimited report
file. The Open dialog box appears.

Dpen HE
Look in: Iﬁ Deskiop j @l || £ £ El
My Computer ESetup For Micrasaft Internet Explarer 4.0 Open I
F Metwark Meighborhoaod ESetup For Microsaft Web Publishing Wizard 1.52
2] My Eriefrase ﬂshortcut to PATS LEEII
[l Capture Professional w4 @Shortcut ko Stylel.hip EhETEEEL |
52 COUS Reparts A5l Navigator 3 =
cte_pack? Bslstart DARTS
ug Cutloak Exfress
&l pdfmaker . exe
-l Setup For Microsoft Internet Explorer 3.02
| I”]
Find files that match these search criteria:
Filz name: I j Text or propetty: I 'l Find Maw |
Files of type: IAII Files (*.*) j Last modified: Iany tirme vl Mew Search |
|13 file(s) Found.

Figure 28. Open Dialog Box

6. Use the down arrow in the Look in: field and/or the Up One Level button to
locate the drive on which you saved the file, and select the appropriate directory.

7. Ensure that All Files (*.*) is selected in the Files of type: field.

8. Double-click the saved file to begin the import. The first Text Import Wizard
dialog box appears.
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Text Impont Wizard - Step 1 of 3 EHE
The Text Wizard has determined that your data is Delimited.
If this is correct, choose Mext, or choose the Data Type that best describes vour data,
riginal data tvpe
Choose the file tyvpe that best describes wour data:

o - Characters such as commas or tabs separate each field.
" Fixed width - Fields are aligned in calumns with spaces between each field.

Start impart &t rovi; I 1 5‘ File Origin: IWindows (AMST) j

Preview of File CiWINDOWS\DESKTOP cbe_pack3.

Frotocol Id.Patient Id,Course.Date of Ewent, Adverse Ewe
" T99-0555"." O009"."3 " "02-17-1999 " "Diarrhea patient
"T99-0555", "009","3","02-17-1999" , "Dehydration” ., "4966",
"T99-0G555", "011", "G","04-13-1999 ", "Diarrhea patients w
"T99-0555" "017" "A" "05-02-1999" "Dehvdration” "4966" ,:J

| 2

Cancel | < Back | Mext >[:; I Einish |

Figure 29. Text Import Wizard-Step 1 Dialog Box

CTC Graded Tozicities Generated on: 25/ﬂ

EEEEE

Elll =5

9. Ensure that Delimited is selected as the file type in the Original Data Type
area and click Next. The second Text Import Wizard dialog box appears.

Text Import Wizard - Step 2 of 3 K E3

This screen lets you set the delimiters vour daka contains, ‘ou can see
hiowe wour text is affected in the preview below,

eliniter s
[ iTab ™ Semicolon v Comma

[ space [ Other: I_ Text Qualifier: I :I'

[ Treat consecutive delimiters as one

~Data preview

Frotocol Id
T99-05G5
T99_0E5GE
T99-0555
[33-0555 Ad|

1| ¥
Cancel < Back | Mext = I Einish |}J

Figure 30. Text Import Wizard-Step 2 Dialog Box

ICTC Graded Toxicities Generated on: 25/05ﬂ

10. Click the Tab option to deselect the tab format, click Comma in the Delimiters
area, and click Finish. The file is imported into the Microsoft Excel file. You
may need to adjust the column sizes to improve readability.
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| 1 |CTC Graded Toxicities Generated on 06/01/1999 09:39
| 2 | Protocolld  Patientld | Course | Date of Event Adverse Event CTEP Code  Grade | Atribution
| 3 |T98-0555 9 3 2/17/99 Diarrhea patients without colostormy 21197 1 3
| 4 |T99-0555 9 3 2/17/99 Dehydration 4966 1 2
| 5 |T99-0555 i 5 4A/13/99 Diarrhea patients without colostorny 21197 1 4
| 6 |T99-0555 17 8 502199 Dehwdration 4966 3 2
| 7 |T99-0555 17 6 52199 Diarrhea patients with a colostormy 900146 2 3

g
|2 | @
10
11
| 12|
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20
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[22]
23]
| 24|
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Figure 31. Microsoft Excel File

11. Use any of Excel’s features to arrange and/or sort the data to meet your
reporting needs. Use the Save As command from the File option on the Menu
bar to save the new Excel spreadsheet file.
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